
Digital Ultrasonic Diagnostic Imaging Sy'sem
510OK Submission

A

510(k) Summary of Safety and Effectiveness

Prepared in accordance with the requirements of 21 CFR Part 807.92

1. Submitter: Edan Instruments, Inc.

3/F-B, Nanshan Medical Equipments Park, Nanhai Rd 101 9#, Shekou,
Nanshan Shenzhen, 518067 P.R. China

Tel.: (0755) 26882220

Fax: (0755) 26882223

Contact Person: Jiang yucai JUN 1 92009
Prepare date: April 2, 2009

2. Device name and Device name: DUS 3/DUS 6 Digital Ultrasonic Diagnostic Imaging
classification: System

Classification Name: 892.1560 System, Imaging, Pulsed echo, Ultrasonic
Product code: IYO

892.1570 Transducer, Ultrasonic, Diagnostic
Product code: ITX

Regulatory Class: II

3. Predicate Device: DP-6600 Digital Ultrasonic Diagnostic Imaging System. K0521 13
Manufacturer: SHENZHEN MIhNDRAY BIG0-MEDICAL ELECTRONICS CO., LTD
DP-6600 Digital Ultrasonic Diagnostic Imaging System. K060949
Manufacturer: SHENZHEN MINDRAY BIG-MEDICAL ELECTRONICS CO., LTD

4. Device DUS 3/DUS 6 Digital Ultrasound Diagnostic Imaging System is a portable
Description: digital ultrasonic diagnostic B/W system applied in ultrasound diagnostic

examination of abdominal, obstetrical, small parts, gynecological,
orthopedic, cardiac, and urological applications.

It is designed to produce ultrasound waves into body tissue and to present
the returned echo informnation on the monitor, the resulting information is
displayed in five display modes: B-Mode, 2B3-Mode, 4B3-Mode, M-Mode
or the combined mode (i.e. B/M-Mode). This system controlled by
software is a Track 1 device that employs an array of probes that include
linear array, convex linear array, microconvex linear array, transrectal and
transvaginal with a frequency range of approximately 2.5MHz-IO. OMHz.
The system consists of a main unit, a display and transducers.
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Digital Ultrasonic Diagnostic Imaging System -
51 OK Submission

5. Intended Use: The DUS 6/DUS 3 Digital Ultrasonic Diagnostic Imaging System is
intended for diagnostic ultrasound imaging analysis in gynecology
rooms, obstetrics rooms, examination rooms, intensive care units, and
emergency rooms. The DUS 6/DUS 3 is intended for use by or on the
order of a physician or similarly qualified health care professional for
ultrasound evaluation of Fetus; Abdomen; Pediatrics; Small Organ;
Neonatal Cephalic; Cardiology; Peripheral Vessel; Musculo-skeleton
(both Conventional and Superficial); Urology (including prostate);
Transrecta and Transvagina.

6. Effectiveness and Safety Considerations:

Clinical test:
Clinical testing is not required.

Non-clinical test:
The following safety standards are conducted on the subject device:
1. IEC 60601-1 Electrical Safety
2. IEC 60601-1-2 Electromagnetic Compatibility
3. Acoustic output testing as per the guideline "Information for Manufacturers Seeking

Marketing Clearance of Diagnostic Ultrasound Systems and Transducers" dated September
9, 2008.

4. ISO 10993-1, ISO 10993-5 and ISO 10993-10

7.Comparison to the predicate device
Comparison to the predicate device, the subject device has the similar technology
characteristics and has the same intended use, same design principle, same electrical
classification, same measurement mode and same accuracy. The different between the subject
device and predicate device primarily includes physical specifications, environment
specifications, scanning angle, printer, display frame rate, Image depth range, all the above
differences do not affect the usage, safety and effectiveness, and no new question is raised regarding the
safety and effectiveness.

8. Substantially Equivalent Determination
Verification and validation testing was done on the DUS 3/DUS 6 Digital Ultrasonic
Diagnostic Imaging System. This premarket notification submission demonstrates that DUS
3/DUS 6 Digital Ultrasonic Diagnostic Imaging System is substantially equivalent to the
predicate device.
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¢°'¢ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
JUN 1 9 2009 9200 Corporate Boulevard

Rockville MD 20850

Edan Instruments, Inc.
% Mr. Marc M. Mouser
Manager & FDA Office Coordinator, Program Reviewer
Underwriters Laboratories, Inc.
2600 NW Lake Road
CAMAS WA 98607

Re: K091680
Trade/Device Name: Digital Ultrasonic Diagnostic Imaging Systems

(Models DUS3 and DUS6)
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulatory Class: II
Product Code: IYO and ITX
Dated: May 27, 2009
Received: June 10, 2009

Dear Mr. Mouser:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, and
Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls
provisions of the Act. The general controls provisions of the Act include requirements for annual
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against
misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for use
with the Digital Ultrasonic Diagnostic imaging Systems (Models DUS3 and DUS6), as described in
your premarket notification:

Transducer Model Number

DUS 3 Digital Ultrasonic Diagnostic Imaging System

C361 -1 / C341
C321-1
L741
E741

E61I-1
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DUS 6 Digital Ultrasonic Diagnostic Imaging System

C363-1 / C343-1
C321
L743
E743
E613

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish
further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that
FDA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Federal agencies. You must comply with all
the Act's requirements, including, but not limited to: registration and listing (21 CFR Part 807);
labeling (21 CFR Part 801); good manufacturing practice requirements as set forth in the quality
systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product radiation control
provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket notification.
The FDA finding of substantial equivalence of your device to a legally marketed predicate device
results in a classification for your device and thus permits your device to proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain other
general information on your responsibilities under the Act from the Division of Small Manufacturers,
International and Consumer Assistance at its toll-free number (800) 638-2041 or (240) 276-3150 or
at its Internet address http://www.fda.gov/cdrh/industry/support/index.html

If you have any questions regarding the content of this letter, please contact Paul Hardy at
(240) 276-3666.

Sincerely yours,

.a ie Morris
Acting Director, Division of Reproductive,

Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Digital Ultrasonic Diagnostic inaging System
510K Submission

Indication for Use

510(k) Number.(ilfknown,): K //.

Device Name: Digital Ultrasonic Diagnostic Imaging System (Models DUS3 and DUS6)

'rhe DtJS 3 & DIJS 6 Digital Ultrasonic Diagnostic Imaging System is intended for diagnostic
ultrasound imaging analysis in gynceology rooms, obstetrics rooms, examination rooms,
intcnsive care units, and emergency rooms.
I'he I.)US 3/ DUS 6 Digital Ultrasonic Diagnostic Imaging ;ystcm is intended for use by or on

the order of a physician or similarly qualified health care professional for ultrasound evaluation
of IFCtIs; Abdomen: Pediatric.s; Small Organ; Neonatal Cephalic; Cardiology; Peripheral Vessel:
Musculo-skeleton (both Conventional and Superficial); Urology (including prostate); Transrecta
andTransvagina..

Prcscription Use X Or 'Over theCountcr Use

(21 CI'R Pan 801 Subpart D) (21 CFR Part 801 Siibpan C)

(PLEASE DO NOT WRITE BELOWTHIS LINE-CONTINUE ON ANOTHER PAGE IFNEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Diuital IUIhrasnic Diagnostic Imaging System

5 10K Submission

Diagnostic Ultrasound Indications for Use Form -

DUS 3 D~ittil'l 1-1trnisoctic Diafiiostic Iirnatcinp Systern

Intended Use: Diagnostic ultrasounJ imaging or Iluid tiow analysis or the humian bods' as. fllnws,:

Clinicai AplicationModc of Operation
Clinical ApplicationR M PWD CWD Color Doppler Combined Other'

(Specify) (Spccit~')

Ophthalmic____

Flia!:: Obstetrics N N N

Abdominal N N N

Intra-operalive lSpecity)
Intra-opurativc (Neurologicil)[Laparoscopic____
Pediairic N N N

[s-,,all OrgAn (Specify) N N ___N

FNeonalal Cephalic N N ____N

Adult Cephalic ___

Tran-,recial N N N
Transvagirral N N N

1r lrisurethral

Musculo-skceltal N
(Convenlional)
Musciila-skeletal (Superficial) N I N N

Intravascular -

Other (SPCCit~) _____ ___

Cardiac N N N

Intravascular
Peripheral vascular N N N

Other (Specify)__ _ __ _ _ _ __ _ _ _ _ _

N tiew indication: P =previotuslv cleared by )A: E addcd under this appendix

Additional comincim!;: Combined mode: II I M

(LLA~F. no NC) 'WRM'h nULOW TI IS LItNE -(ONTlNtL. ON ANOTi 1rFR PAOGE It- NL LDED)
Concurrence ot CD1U I, O111ce of Device Fv'aluation (ODE)

t'rescripfion 1.1t (Per 21 CFR 80 1.10I
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Dhgital Ultrasonic rDiagnostic Imaging Sysieni
5 I K Submission

Diagnostic Ultrasound Indications for Use Form

I)US 3 with C36 I - / C341 Tra nsd ucer.

Intended Use: Diagmimtiu u~ltrasound imaging. Or fluid flow analysis of the human body as follow...

Clinical Applicarion I 1 M PWD- CWCD Color Csinbined Ot)her'

______________________________ ~ ~ . Dopplcr (Specify) (Specity)

Ophthalmnic
Fetal / Obstetrics N N N
Abdominal N N N
lntrin-operativc (Spccify)

Itutra-operattive (Neurological)

Laparuscopic
['ediatric

Suinall Organ (Specify)
Neonatal Cephalic

Adult Ccplhalic

Tramsvaginal

1'rantsurethral

Myusculo-skelctai (Conventional)
MuScullo-skeletal (Superflcial)

lntrtastseular
Othcr (Specify) ___

Cardiac

Intravastcuular

Perpheral vasculsr
O ihcr (Speci6y)__ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N -new indication: P - previously cleared by FDA: E added under (Isii appendix
Additional conmucnlls Combined mode: B 3 M

Concurrence of CDRI L Offie ofl'Device Evaluation (ODE)

I'i~cip~ou Us ('cr21CPri Sol.109)

2-3~
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Digital Uiltrasonic Diagnostic Imaging SystemI
5 [OK Stibiniaaiskm

Diaignostic Ulltrasound Indications for Use Form

DUS 3 with C32 11-11 Transducer

nI eiided Use: Diagnostic ultnisouind imainigi or floid flow analysis ol thc lhumani body as fol lows:

Clinical Application Mod of Operation ______

U IWD CWD Color Combined Other'

Ophtlialiioc } - ~~~~~~~~~Dopplcr (S pecif1'% (Specily')

l~cta:ilQbstetrics
Abdominal NT N
llntra-operalive (Specil~ ____________

Initra-operative (Neurolut~icaI) _____________-

Laparoscopic I- _ _ _ _ _ _ _ _ _ _

Sinitall Organ (Specify) _ _ _ _ _ _ _ _ _ _ _ _ _

Neonatal C'ephilic

Adult Cephalie

Trane;rcctal

Transvaginal

Trnstirethral
Muculo-.skcletal (Conventional)

Musculo-skoIctal (Superficial)____

Intravascular

Other (Specify)________ _______

Cardiac N NN

hltravasizular

Peripheral vascular
Otheor (specilf') _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N - new indication., P -.previously cleared by VD)AI E~- added under this appendix
Additional commentsi: Comibined anode: B+M

(1'l FASI/ DOt NOT WRITE IIFI UW TIllS LINE -CON IlINI IL ON ANHtIFI t PA(tI~ It NrEDE)n~

Concurrence orCDR1I1 0II-Oice of Device lFsalmiation (ODE)

l'reserj:_pti6fitUse (Per 21 Cl-U flU1.109),
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P'ape4 of13

(Divisn nSinOf
Division of Reproductive, Abdominal,
and Radiological Devife's

510(k) Number_______



Digital Ultrasonic Diagnostic linaging Systemt
510K Submission

Diagnostic Ultrasound Indications for Use Form
I)US 3 with L741 Tr-insducer

Inlended Use: D~iagnostic ultrasound imaging or tNWi low arnlysis of the liuman body as follows:

Clinical Applieation M ~ode of operation~
B M PWD CWD Color Combiuned Otllcr*

fDoppler (Specify) (S;pccirv)
(Oplitlei~liic _______

Fea Obstetrics

Abdominal ____

hlmraopcralive (Specify)_______

Intra-operitive (Nctirolougcl)

Laparoscopic

Pediatrie _______

SalOrgan (Specilfy) ____N N N

Neonatal Cepha lie N N4 N
Adult Cephalic ___

Trumrcial

fTranavaginul
'Iransioretlbral

Muscido-sklclchul (Coniventionaltl) N N N

Musculn-Aleltal (Superficial) N N N

lIntrava.%culair

Othcr (Specify~)

ICardiac

Intravascular

Periplheral vascular N N N

O ther_(Specify) _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N --new inificaltiun; P prcviously clctred by MDA: IT added tinder this appendix

Additioatal tonrnient Combined inode: 13-M

tPL1LA%1 1)0 NoTWH 4~ 1111t0W T) 11s I r. -CON HINUL ON ANC011 IFR t'AOI IF 'NLLi)I. D)

Concurrence of CDR[ 1, Office or i)cvice Evaluation (ODI-.)
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Digital iUllmnsnic Diagnostic Iniaging Systemn
510OK Stibmrissioit

Diagnostic Ultrasound Indicatious for Use Form

D)lS 3 with E741 Transdicer

Intended Use: Diagnostic ultrasound imaging or flluid flow anialysis of the human hndy iv, follow.';

Mode of Operatloii ______ _____

Cliniical Apliato 13 M PWf) CWD Color Combined Others

Doppler (Specify) (Spccilt'

Ophthalmic
Uctuf i Obstetrics
Abdominal

lntrm-oNpralive_(Neurological) ____

Lkaparoscopic

Pediatric

Simiall Organ tSllecit~l_ __ _ _ __ _ _ _ __ _ _ _

Adult Cephalic ______ _____

Trangsrectal N N N

FTrMII~trethral

KILOseuit-skcidlal (Conventioniil)

Musculo-skeletal (Superficial)____

Intravascular
Othier (Specify) ___

Cardiac
Intravascular.

Peripheral vascular

Oilier. (Specify)__ _ _ _ _ _ _ __ _ _ _ ___ _ _ _ _

N - newm im d ication 1P previ ousiy cledid by llDA. Ladded under Ili is nppentdix
Additinnal comn ents: Combined Mode: BI-M

(I'IL.LAS1. [f)j Ni.T W II Ii I ILOW IllS L INE -CONTINklF. tN ANO HIERPAC.LiAhI.NiiiI~

Concurrence or CDRH. Office ol Device Evalu~ation (O)DE)

PreScriptiont U ' (Per 21 CIFR 801 i109)

2-6
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Digital U Itra,.unoic Diii goski Imaging Syst cu
SI1OK Submnission

Diagnostic Ultrasound Indications for. Use Form

DUS 3 with E611-1 Trasnsducer

lnlended Use; Diagnostic ultrasound imaginLgO or luid flOW an1lySiS WAIN humnan body as IbIlows:

Clinica Appliahi~a1Mode oh Operution_______
Clilli~l ApplcalionI PWD CWD. Coilor Combined ]Othcr*
Oph~~~llalimi -~ ~ Ooppler (SpeciI~1 (Specify)

Fetali / Obsretries
Abdominal

Jul rn-operative (spci ry)
Inotni-operative (Neminolog iczl)
Laparoscopic - -

Pediatric

Small Organ (Specify)
Neonatal Ceplhalic
Adult Cephalic
Tlr-ansrec~Ial N N N
Irammmvaginal N N N
Iratsurelhral

Muscuflo-skeletal (Coriventional)
Musculo-skcletal (Superficial)_______
1I11ravasculur

Other (Specify)________ ______

Cardiac
Ititravascular

Periptieral vascular

N - nuwirdicai:tion; I'-previotusly cleared by FDA; E added undcr ihis ippNrdix
Additional coinmcitmrm: Cotmbimmd inode: H4M

cr1 A.I:S: tDO NO 1 WtRIt II. ELWT .1W I Lt INI - i N I INUtI OSN ANOl HER PAGLI'NI.III)

Commeurreim! ofrCDRI 1. OM icc o1 Dcvice Evasluation (ODE)

recription Use (Per 21 CFR 801.109)

2-7
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(Divisioi ig rorfi)
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DigilaUlt~rasonic D~iagnostic Imaging System
5 10K Submission

Diagnostic Ultrasound Indications for Use Formi

DUS 6 Digital Ul~trasonic Diagnostic linasgiig System

Intendcd Use: Diagnlostic ultrasound imnaghig or fluid flow analysis; of Ilh' humami body as follows:

[liniical Applical ion M-I ul___p____ti__n.Fc B~~~~~1 M PWt) CW[) Color Doppler Combined Other*

_________________________ ~~~~~~~~~(Specify) (Specify)
Ophithalmic
Fetal / Obsietriiis N N N
Abdomninal N N N
[intra-operative (Speeify' _____

Intra-operative (Neurological)________

P _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _N

Smal I Organ (SpecifyN _______

Molcl Csepleali
Tiansrecial N N N

Irnvagcjo-kinal Iurfca) N N N.

Intravasctiha

Other (Speeily)
Cardiac N N N
Intiravascular

l'criplsiral Yvasctdar N N N
Umhler (Spse ify)__ _ _ _ _ _ _ _ _ _

N -new indicafion;l I' previously cleared by FI)A: L- = added under thisnappcnidi.x
Additional~commnineia: Combhined smode: B M

0mil'VASI: D)0 NO) I WRFt t: 111.1.0-W THI-S IINI: -CONTINIJI. ON ANO() IFI W r'AI. UN:.W~

Concurrenmce of CDRH, Officc of Devite l-viatiun (ODE)

Pre~erpiin Is (lr21 CF 0 1.1

1Pagle 8 of 13

(Division Sg-Off
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Digital N~trasonic Diagnostic Imaging Systemi
5 [OK SUbm4ision

Diagnostic Ultrasound Indications for Use Form

DUS 6 with C363-1 1 C343-1 Trans~ducer

bleniided Use: Diagnostic ultrasound imvaging or tluidnfovv analysis korthe hdrman body a,, follows:

Mode of ()penation-
Clinial Aplivaio1 M PWD CWVD Color Combined Othcr'

_____________________ ______ ~~~Doppler lSpcci~y) (Specify)

ophthalmic

Fctal i Obstetrics 1\ N N

Abdouminal N N N
Intra-opcrativc (SpecirN I

Intra-operative (Ncmirologieal)_______________________

Iaparoscopic

Pudiatrie

Somali Orgati (Specify)__ _ _ _ _ _ _ _ _ _ _ _ __ ____

Neonatal Cepihilic
Adult Cephalic___________

Trwim srectal

Tramnavaginal
Ti-aisurediral

Musculo-skclctal (Conventionial)
Muscuilo-skelcmtaI (Superficial)

Intrdvsculavr
Other (Spec ily)

Intravascular
Peripheral VISC~ilar
O ther (Specily) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N - ncw indicnitiow P prev'iously ciucard lsy MrA, IP added tinder this amppenmdix
Additional comiu~news: Cumbincd inode: 13 M

it't .1;ASED No I W~Rttt'1 tsm:1 A W H tS I INE C( mN'rmwt t: ON .ANO II tH PAU I. F N 1t ttD

Ctmmurtieo -ff o~vUcvmmu~utionm (ODE)

Pruciption Use I 'ur 21 CFR 80 1.109)

2-9
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D~igital I hlrasoniic D iagnostic Imnaging System
510OK Submkissos

Diagnostic Ultrasound Indications for Use Form

I)US 0 witli C321 Tranisducer

Intended Use: Diagnosic uhrosound imaging or fluid flow analysis ofthe huinan body is fljllwt:

Clinical ~~~~Mode of Operation

Application 13 M PWL) CWI) ~~Color Comnbined Otiher'

Doppler (Specify) (Specify)

lFetal / ObstetriCs

Abdominal N N N
lntra-opcralive (Specilv%)

Intrai-operative (Neu~rologicall

L~aparoscopic
l'cdiatric N N ____N

Small Organ (Spccilfy)
Neonatal Cephulic
Altult Cephalic

Tramreclal
ITransviginal
Transtreibral

Musculo-skeletgil (Convenhional)

MUSCU10-Ak'C10al (S-uIprficiaI)
Intravascular- - _ _ _ _ _ _ _ _ __ _ _ _ _ _

Other (Specil\v)
Cardiac N N N
Intravascular

Peripheral vascular
O ther (Specily) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N new indication: P previously cleaured bv VD)A: L added under this appendi.x
Additional comments: Comnbined nodo: 134M

0tLEASE D0 NO) P Wi(tlE LIELOW It IIS LINE -CON )NINUIS ON ANt) It HER t'A( lt II NI I- tF )

Concurrence oi CDRH-. CIffice of Device fevaluation (ODE)

11 ioLn Use (Wer 2 1 CFR No I10I

2-10
Pa~t.c 10 cit 13
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D~igitaf Ultrasonc D~iagnostic linaging Systcmn
1 ) Snbmissioz

Diaignostic Ultrasound Indications for Use Form

DUIS 6 with L743 Tratisducer

Intended Use: Diagnostie ulrmsound itnagirg or fluid flow analysis orthe human body as Ib~laws:

Clinial A plictionMode ot ()perati.In ________

Clinical Applicatmnn M PIWD C WI) Color Cormbined Othier*

______ ~~Doppler (Specify) (Specify)
ophthalmic

Fetal I 0bsietric:

Abdominalo

lntra-opcrativc (Speciry)
Intra-operative I Neurologicall

hitp:Imiscupic

Pccdialrlc

Small Organ (Speci(%) N NN

Neounatal Ceplialii N N N
Adull Ccphalic

Transrecial

Tlransvaginal

Tranisurethral

Musculo-skeletal (Conventiorkal) N N N
Musculo-skelcial (Superficial) N N N
Intravascular

Otfher (Specify)

Cardacd

Inhtavascular

Peripheral vascular N N N
*Other (Speci Wy) ____________________________

N - ncw indicution: I' previuusly cleared by FD)A: E - added undcr rhin. appendix
Additional conmmenis: Combined mode: 1. 1 IM

(1I1.I:ASI: DONO) rI'WR]Tr. F.l.OWTlItS LINE -CtO4rNtjiN ON ANIt) I111.1 I'AMiL I I-NkLDL)-D)

Concurrene of-C Dll OffliiR oroDevice Evaluation (ODE)

reacifiionuse(Pe 21CVR8 .09)

2-11
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D~igital U ltrasonii Diagnostic Ifinatgint S).tein
5 1 OK Su~bmissioii

Diagnostic Ultrasound Indications for Use Form

DUS 6 willi E743 Transducer

1i1ienaed Use: Diagnostic ultraSOu~nd imiigin6 or fluid flow analysis oft'e Lleihman body as follows:

nical Applicalion XMode fol tjmrat imn
FClinia AplBloi M PWL) CWD) Color Combined 01ther,

Doppler (Specify) (SpecifY)

Follhal Obtic -

Abdonminal
Intra-operative (SpecitV'l-

Intra-operative (NCtiralogical) ________

LaparneCopie _______ ____

Nkdiairic _______

SITIMI Organ (Specify) ______ ________

Neonatal Cephalic _______

AdultI CephaliC________

Transrectal N N. N

Transvagimil

lTrunwsrelhral
Muisculo-skeletal (Contventionial)

MUSCUlo--~-Celeal (Superficial)

Intravasrular

Other (Specif') - - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

C-ard ti~c I _ _ _ _ _ _ _ _ _ _ _

F!plnrava'cuasclm

Oilier (Spce t l- _ _ _ _ _ _ __ _ _ _ __ _ _ _

N =new indiei'~tou, 1' prc'iniusly cleared by PDA; L~ - added under this appendix

Additional coimnmeamm~: Conibiued inode: II+M

(Pt A.Y-ti D3No) r W iI 111.ow I nits I.INti - (CON- INUE 0ON ANt-11 hIFIt lPA(I 1. (VNlIi 1)1il))

Concurrence of CL)RL, Office orDevice FvaltiAtjion (ODP)

* Prsiwiptiomi.Use' Vler 21 CFR i0 lIO10)

2-12
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)igital lJILtrtSoiC DeinItie Im1agilig SySiern
51 OK Submission

K ~~~~~Diagnostic Ultrasound Indications for Use Form

BUS 6 with E613 Transducer

Intended Use: D)iagnostic ultrasound itmagin.1g or fluid flow analysis ofithe human hody as follows:

Clinicaul Application Mo~de of operatioi1
H M PWD CWD Color Comibincd Wtier'

-. -- l~~~~~~~oppler (Specifv) (Sei'

Ophthalmic - - - ____

Fetal /Obstetrics

Aldominal

hlmlro-opcil~ivc (Specify) ______

lItlra-operitivc (Neutrological)

Laparosuopic
Plediatric

Somitll Organ (SpeitV)

Nconat'aI Cephalic

Adult Cephalic ___

I runsrcctal N N N

Tramnsvaginal N1 N N______

Tranimntirtrul

Musculo.Nkeletal (Crmnvenliminal)

Mus~ciilim-skelcraI (Superficial) ____ _____ ____

lnmrav~ascumlar

0ihr(SpcciI ,y)111-_ ___

Catrdiac

lPenriperal vascular
Other_(SpeciI~ __ _ _ _ _ __ _ _ _ _ __ _ _ _ _ _

* N - new irulicetion: 1' previously cleared by FDA: E - added under diis appendisx
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